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DETAILED ACTION 

The application should be reviewed for errors. 

To facilitate processing of papers at the U.S. Patent and Trademark Office, it is 
recommended that the Application Serial Number be inserted on every page of claims and/or of 
amendments filed. 

The status of the parent case(s) should be updated. 

Claims 1-5 are being considered on the merits. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-5 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 1 is vague and indefinite in the recitation of "administering at least one effective 
dose" even when reading the claim in light of the specification. The method of administration is 
not set forth with any particularity. There is no indication as whether the mode of administration 
is oral, intramuscular, intravenous, parenteral, by suppository, etc. In addition, the amount that 
constitutes "at least one effective dose" to be administered is not defined. There is no clear 
indication in the written disclosure as to the effectiveness intended by the dose. In addition, the 
specification indicates that the mycelium extract may be administered to the infected person 
without dilution or by "appropriately diluting". Yet no indication is found in the as-filed 
specification as to what amount of the extract, whether diluted or not, it to be administered or 
how. In addition, the amount of dilution is not set forth with any particularity. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
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pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-5 are rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for the in vitro treatment of viruses, such as HIV, does not reasonably 
provide enablement for a method of treating any and all viral diseases in vivo , or specifically a 
method of treating HIV, Hepatitis B infection or liver cancer by administering at least one 
effective dose of a Lentinus edodes extract.. The specification does not enable any person skilled 
in the art to which it pertains, or with which it is most nearly connected, to practice the invention 
commensurate in scope with these claims. 

The factors to be considered in determining whether undue experimentation is required 
are summarized in In re Wands, 858 F.2d 731, 737, 8 USPQd 1400, 1404 (Fed. Cir. 1988) (a) the 
breadth of the claims; (b) the nature of the invention; (c) the state of the prior art; (d) the level of 
one of ordinary skill; (e) the level of predictability in the art; (f) the amount of direction provided 
by the inventor; (g) the existence of working examples; and (h) the quantity of experimentation 
needed to make or use the invention based on the content of the disclosure. While all of these 
factors are considered, a sufficient number are discussed below so as to create a prima facie case. 

The claims are drawn broadly to a method of treating any and all possible virus diseases, 
and in particular HIV, Hepatitis B infection and liver cancer using an extract of Lentinus edodes. 

In view of the enormous diversity of viruses, which includes not only diverse viruses that 
infect humans, but also diverse viruses that infect simians, dogs, cats, mice, rats, elephants, etc. 
etc., one of ordinary skill in the art would not reasonably have expected the claim designated 
extract to effectively treat any viral disease with at least one effective dose of a Lentinus edodes 
extract. To begin with, no "effective dose" of the extract is ever defined or identified in the 
instant written disclosure. Then, there is no indication as to the mode of administration. Is it 
oral, intramuscular, intravenous, parenteral, by suppository, etc.? See "list of viruses", wherein 
most of the viruses are animal viruses. 

Moreover, viral infections and HIV infections are notoriously difficult to treat. The 
effect of the administration of a Lentinus edodes extract is not predictable. First, there is the 
issue of the exact preparation utilized. Not all Lentinus edodes extracts are identical, i.e., possess 
the same or substantially the same active ingredients, even if there is a minimum content of the 
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unknown active ingredient(s), and they are prepared in the same or substantially the same 
method, and thus would not work identically. The activities possessed by different fungal 
preparations would have different effects on different individuals, depending on their age, state 
of health, weight, sensitivity to allergens. Similarly, Lentinus edodes extracts would vary in their 
purity. In the instant case the size of the openings in the mesh do not appear to be indicated. In 
addition, Applicant does not disclose the Lentinus edodes strains necessary as the source of the 
extract. 

That the extract disclosed inhibits activity of HIV and/or Hepatitis B in vitro on MT-4 
cells to some extent, cannot be fairly extrapolated to the treatment of any viral diseases in 
animals or in humans in view of the recognized difficulty in treating viral diseases such as Ebola, 
Marburg, West Nile virus, rabies, bird flu (H5N1), lyssavirus, HIV and/or Hepatitis B 
successfully. Regarding liver cancer, there is an accepted association between Hepatitis viruses 
and some cases of liver cancer, but not all. 

Finally, applicants present as a single working embodiment the treatment of MT-4 cells 
infected with HIV. The data of Table 1, for example, show only inhibition of the HIV virus in 
MT-4 cells and not in living organisms. No results are shown for hepatitis B. Thus, the in vitro 
"testing" done on the record fails to correlate with the inhibition of the virus in living animals or 
humans as claimed with an "at least one effective dose". Regarding the lack of necessary 
correlation between in vitro results and in vivo effects regarding the activity of an agent in the 
setting of HIV-infection see, e.g., Suzuki et al (1989), page 372, paragraph 5. It is mentioned 
therein that issues such as bioavailability, metabolic features, and toxicities as well as other 
factors may negate the usefulness of a given agent. The fact that Lentinus edodes has been 
administered orally as a natural nutrient for a long time in Japan, does not ensure that the extract 
as claimed will be effective in at least one dose to achieve effective concentrations in plasma, for 
example, to treat viral infections, such as HIV. Another issue to be considered is the degradation 
and loss of antiviral effects in the complex physiological environment of the human or animal 
body. Therefore, the results of the instant method of treating appear unpredictable. 

While a singular, narrow working embodiment cannot be a sole factor in determining 
enablement, its limited showing, in light of the unpredictable nature of the art and the direction 
applicants present, provides additional weight to the lack of enablement in consideration of the 
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Wands factors as a whole. Thus, one of ordinary skill in the art would not have a reasonable 
expectation of success in using the claimed invention. 

Thus, the scope of the claims is not commensurate with the teachings of enablement of 
the specification. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the claims under 35 
U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was commonly owned at the time 
any inventions covered therein were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was not commonly owned at the 
time a later invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) and 
potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-5 are rejected under 35 U.S.C. 103(a) as being unpatentable over Amagasse 
taken with Nagaoka III. 

The claims are directed to a method of treating any and all virus disease, and in particular 
HIV, Hepatitis B infection and liver cancer with at least one effective dose of an extract of 
Lentinus edodes. 

Amagasse teach a process of treating Hepatitis B infection using an extract of Lentinus 
edodes cultured on bagasse and defatted rice bran. See, e.g., page 3 1 7. To the extent that 
Hepatitis viruses are associated with liver cancer, one of ordinary skill in the art would have 
reasonably expected the extract to be suitable for the treatment of liver cancer also. 

The reference differs from the claimed invention in that exact process of producing the 
extract is not disclosed. However, Nagaoka III teaches a method of making an extract of 
Lentinus edodes, which is substantially similar to the recited process, and the product of which 
would reasonably be expected to be substantially similar to the product used in the instant 
method of treatment, claims in terms of product-by-process.. See, e.g., Abstract. 

M [E]ven though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a product does 
not depend on its method of production. If the product in the product-by-process claim is the 
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same as or obvious from a product of the prior art, the claim is unpatentable even though the 
prior product was made by a different process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 
964, 966 (Fed. Cir. 1985) (citations omitted) (Claim was directed to aNovolac color developer. 
The process of making the developer was allowed. The difference between the inventive process 
and the prior art was the addition of metal oxide and carboxylic acid as separate ingredients 
instead of adding the more expensive pre-reacted metal carboxylate. The product-by-process 
claim was rejected because the end product, in both the prior art and the allowed process, ends 
up containing metal carboxylate. The fact that the metal carboxylate is not directly added, but is 
instead produced in-situ does not change the end product.). 

Furthermore, the composition to be used in the claimed method of treatment is claimed as 
a product-by-process. Since the U.S. Patent and Trademark Office is not equipped to 
manufacture products by the myriad of processes put before it and then obtain prior art products 
and make comparisons therewith, a lesser burden of proof is required to make out a case of prima 
facie anticipation/obviousness for product-by-process claims because of their peculiar nature 
than when a product is claimed in the conventional manner. MPEP 2113. Where the claimed 
and prior art products are identical or substantially identical in structure or composition, or are 
produced by identical or substantially identical processes, a prima facie case of either 
anticipation or obviousness has been established. In re Best, 562 F.2d 1252, 1255, 195 USPQ 
430, 433 (CCPA 1977). "When the PTO shows a sound basis for believing that the products of 
the applicant and the prior art are the same, the applicant has the burden of showing that they are 
not." In re Spada, 91 1 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). Therefore, the 
prima facie case can be rebutted by evidence showing that the prior art products do not 
necessarily possess the characteristics of the claimed product. In re Best, 562 F.2d at 1255, 195 
USPQ at 433. 

Accordingly, one of ordinary skill in the art would have had a reasonable expectation of 
success in treating viral diseases such as Hepatitis B and/or diseases associated with Hepatitis B 
viruses, such as liver cancer, using an extract of Lentinus edodes as suggested by the teachings 
of over Amagasse and Nagaoka III. 

Therefore, it would have been obvious to one having ordinary skill in the art at the time 
the claimed invention was made to modify the process of over Amagasse, if necessary, by using 
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a Lentinus edodes extract as prepared by Nagaoka III for the expected benefit of treating various 

viral diseases including Hepatitis B and liver cancer in humans and animals. 

Thus, the claimed invention as a whole was clearly prima facie obvious, especially in the 

absence of evidence to the contrary. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Irene Marx whose telephone number is (571) 272-0919. The 
examiner can normally be reached on M-F (6:30-3:00). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Wityshyn can be reached on 571-272-0926. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300 . 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Irene Marx 
Primary Examiner 
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